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DETAILED ACTION 

1 . Applicant's preliminary amendment filed on 8/27/03 is acknowledged. The examiner has 
vacated the restriction made on 6/16/05 as the preliminary amendment filed on 8/27/03 has not 
been entered at the time of restriction requirement mailed (see interview summary 9/13/05). 

Status of Claims 

2. Claims 1-22 have been canceled. 

New Claims 23-34 have been added and are pending in the application. 

3. Given the indefinite nature of claims 28 and 33, see the rejection under 35 U.S.C.1 12, 
second paragraph below, it will be viewed for examination that claims 28 and 33 drawn to an 
isolated polypeptide encoded by the nucleotide sequence SEQ.ID.N013 or 15. 

Drawings 

4. Drawings filed on 8/27/03 have been accepted by the examiner. 

Information Disclosure Statement 

5. Information Disclosure Statement filed on 8/27/03 is acknowledged and a signed copy is 
attached with this action. 

Specification Informalities 

6. It is noted in the amendment filed on 8/27/03 indicates this application is a division of 
09/799,875 which is continuation in part of application 09/659,289 (please see Para # 3). 
However, the application number is not correct as 09/659289 is not related to Novel human 
kinesis and the inventors of this application are different. It appears that the correct number is 
09/659, 287. Applicant is advised to amend the priority application to reflect the correct 
application number. 

Applicant is also advised to update the status of all priority documents as 
Patented/abandoned in the Specification. 
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Rejection under 35 U.S.C. 101 

7. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent 
therefore, subject to the conditions and requirements of this title. 

8. Claims 23-34 are rejected under 35 U.S.C. 101 because the claimed invention is not 
supported by either a specific and substantial asserted utility or a well established utility. The 
disclosure asserts utility for the polypeptide of SEQ ID NO: 14 as a protein kinase, as a target 
molecule in the development of pharmaceuticals or as a pharmaceutical which can control 
intracellular physiological functions. However, the asserted utilities are not specific and 
substantial. While the disclosure asserts that SEQ ID NO: 14 is a kinase, the specification fails 
to assert what compounds the protein of SEQ ID NO: 14 phosphorylates as kinases comprise a 
highly diverse group of proteins which phosphorylates a wide variety of different compounds 
including, proteins, carbohydrates, lipids and nucleic acids. Search of SEQ ID NO: 14 against 
the public databases shows that the only disclosed sequences with high homology to the 
claimed protein related also lack any known substrates. While the specification asserts that the 
protein of SEQ ID NO: 14 is a protein kinase, the disclosure fails to provide any disclosure of 
what proteins are actually phosphorylated. This is clearly insufficient to provide an expectation 
to a skilled artisan that they act on similar substrates. As kinases are such a large diverse family 
of enzymes, a mere disclosure that a protein is a kinase or a protein kinase without a more 
specific recitation of what type of kinase (i.e., what protein is phosphorylated) is insufficient to 
provide a substantial utility as the skilled artisan would require further research to identify or 
reasonably confirm a real world context of use. The disclosure also lists a general use for the 
polypeptides encoded by the claimed polynucleotide as a target molecule in the development of 
pharmaceuticals or as a pharmaceutical which can control intracellular physiological functions. 
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However, there is no information that links the use of the polypeptide of SEQ ID NO: 14 or the 
polynucleotide of SEQ ID NO: 13 or 15 and its variants to any specific disease state. Thus the 
asserted utility of the claimed polypeptides and its variants is not substantial or specific because 
the substrate phosphorylated is unknown, the results of phosphorylation are unknown and 
further research to identify or reasonably confirm a real world context of use is required. The 
specification essentially gives an invitation to experiment wherein the artisan is invited to 
elaborate a functional use for the claimed invention. 

9. Claims 23-34 are also rejected under 35 U.S.C. 112, first paragraph. Specifically, since 
the claimed invention is not supported by either a specific and substantial asserted utility or a 
well established utility for the reasons set forth above, one skilled in the art clearly would not 
know how to use the claimed invention. 

Claim Rejections - 35 USC 112, first paragraph 

10. The following is a quotation of the first paragraph of 35 U.S.C. 112: The specification 
shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and 
shall set forth the best mode contemplated by the inventor of carrying out his invention. 

1 1 . Claims 23, 29 and 34 are rejected under 35 U.S.C. 1 1 2, first paragraph, as containing 

subject matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and/or 
use the invention. 

The specification lacks complete information how to make the plasmid, PTA 2204. The 
specification teaches general description of amplifying the coding gene and making an 
expression vector. However, it fails to teach that the specific nucleic acid sequence has been 
cloned as an expression plasmid PTA 2204 . In the absence of such a disclosure, the deposit 
of the expression plasmid PTA 2204 is required. It is not clear that the expression plasmid PTA 
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2204 are known and publicly available or can be reproducibly isolated from nature without 
undue experimentation. 

Because one skilled in the art could not be assured of the ability to practice the invention 
as claimed in the absence of the availability of the expression plasmid PTA 2204 of the 
invention, a suitable deposit for patent purposes, evidence of public availability of the 
expression plasmid PTA 2204 of the invention or evidence of the reproducibility without undue 
experimentation of the expression plasmid PTA 2204 is required. 

If the deposit has been made under the provisions of the Budapest Treaty, filing of an 
affidavit or declaration by applicant or assignees or a statement by an attorney of record who 
has authority and control over the conditions of deposit over his or her signature and registration 
number stating that the deposit has been accepted by an International Depository Authority 
under the provisions of the Budapest Treaty, that all restrictions upon public access to the 
deposit will be irrevocably removed upon the grant of a patent on this application and that the 
deposit will be replaced if viable samples cannot be dispensed by the depository is required. 
This requirement is necessary when deposits are made under the provisions of the Budapest 
Treaty as the Treaty leaves this specific matter to the discretion of each State. Amendment of 
the specification to recite the date of deposit and the complete name and full street address of 
the depository is required. As a possible means for completing the record, applicant may 
submit a copy of the contract with the depository for deposit and maintenance of each deposit. 

If the deposits have not been made under the provisions of the Budapest Treaty, then in 
order to certify that the deposits comply with the criteria set forth in 37 CFR 1 .801-1 .809, 
assurances regarding availability and permanency of deposits are required. Such assurance 
may be in the form of an affidavit or declaration by applicants or assignees or in the form of a 
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statement by an attorney of record who has the authority and control over the conditions of 
deposit over his or her signature and registration number averring: 

(a) during the pendency of this application, access to the deposits will be afforded to the 
Commissioner upon request; 

(b) all restrictions upon the availability to the public of the deposited biological material 
will be irrevocably removed upon the granting of a patent on this application; 

(c) the deposits will be maintained in a public depository for a period of at least thirty 
years from the date of deposit or for the enforceable life of the patent of or for a period of five 
years after the date of the most recent request for the furnishing of a sample of the deposited 
biological material, whichever is longest; and 

(d) the deposits will be replaced if they should become nonviable or non-replicable. 

In addition, a deposit of biological material that is capable of self-replication either 
directly or indirectly must be viable at the time of deposit and during the term of deposit. 
Viability may be tested by the depository. The test must conclude only that the deposited 
material is capable of reproduction. A viability statement for each deposit of a biological 
material not made under the Budapest Treaty must be filed in the application and must contain: 

1) The name and address of the depository; 

2) The name and address of the depositor; 

3) The date of deposit; 

4) The identity of the deposit and the accession number given by the depository; 

5) The date of the viability test; 

6) The procedures used to obtain a sample if the test is not done by the depository; and 

7) A statement that the deposit is capable of reproduction. 
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As a possible means for completing the record, applicant may submit a copy of the 
contract with the depository for deposit and maintenance of each deposit. 

If the deposit was made after the effective filing date of the application for patent in the 
United States, a verified statement is required from a person in a position to corroborate that the 
expression plasmid PTA 2204 described in the specification as filed is the same as that 
deposited in the depository. Corroboration may take the form of a showing of a chain of custody 
from applicant to the depository coupled with corroboration that the deposit is identical to the 
biological material described in the specification and in the applicant's possession at the time 
the application was filed. 

Applicant's attention is directed to ]n re Lundack . 773 F.2d. 1216, 227 USPQ 90 (CAFC 
1985) and 37 CFR1 .801-1 .809 for further information concerning deposit practice. 
The ATCC's address, effective March, 23, 1998 is 
AMERICAN TYPE CULTURE COLLECTION 
10801 UNIVERSITY BOULEVARD 

MANASSAS, VA 201 10-2209 
12. Claims 23, 24, 25 and 30 are rejected under 35 U.5.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Applicant is referred to the 
interim guidelines on written description published at www.uspto.gov (O.G. published January 
30, 2001). This is a written description rejection. 

It is noted that although the specification provides a " protein kinase domain" consensus 
sequence for the instantly claimed invention, this does not provide a written description of the 
amino acid residues required for kinase activity because it is understood in the art that kinase 
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activity requires more than a consensus domain sequence, that functional kinase activity site 
also requires that the sites for binding of substrates and cofactors and that sites outside of the 
"Kinase domain", that is regulatory sites that regulate enzyme activity are critical to the function 
of an enzyme. In particular US Patent application 20040005623 specifically teaches , as 
drawn to regulatory sites outside of the "kinase domain" that mutation of these sites have 
profound effects on the activity of enzyme (see Para # 0024 , 20040005623 ). Given that the 
specification does not define these critical sites, the recitation of at least 85% or 95 % sequence 
identity to SEQ.ID.NO:14 or any changes made in a polypeptide SEQ.ID.NO: 14 or nucleic 
acid sequence SEQ.ID.NO: 13 or 14 is not sufficient to identify the sites critical to kinase 
activity. 

Claims are drawn to an isolated polypeptide selected from the group consisting of 

a) a polypeptide comprising an amino acid sequence which is at least 95% identical to the 
amino acid sequence of SEQ ID NO: 14 or to the amino acid sequence encoded by the cDNA 
insert of the plasmid deposited with ATCC as Patent Deposit Number PTA-2204, wherein the 
polypeptide has protein kinase activity; 

b) a polypeptide comprising a fragment of at least 15 contiguous amino acids of SEQ ID NO: 14 
or of the amino acid sequence encoded by the cDNA insert of the plasmid deposited with ATCC 
as Patent Deposit Number PTA-2204, wherein the polypeptide has protein kinase activity; and 

c) a polypeptide encoded by a nucleic acid molecule which hybridizes to the complement of the sequence 
set forth in SEQ ID NO: 13 or 15 under stringent conditions comprising hybridization in 6x sodium 
chloride/sodium citrate at about 45°C, followed by one or more washes in 0.2 X SSC, 0. 1 % SDS at 
50°C to 65°C, wherein the polypeptide has protein kinase activity, wherein the polypeptide 
comprises an amino acid sequence having at least 85% sequence identity to the amino acid 
sequence of SEQ ID NO: 14, wherein the polypeptide has protein kinase activity, wherein the 
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polypeptide comprises an amino acid sequence having at least 95% sequence identity to the 
amino acid sequence of SEQ ID NO: 14, wherein the polypeptide has protein kinase activity ( 
none of the polypeptides are not disclosed in the current specification) further comprising 
heterologous amino acid sequences (claims 23, 24, 25, 30 ) and an isolated polypeptide which 
is encoded by a nucleic acid molecule comprising the nucleotide sequence of SEQ ID NO: 14 
(claims 28, 30), further comprising heterologous amino acid sequences (examiner is considering 
this as variants/fragments of SEQ.ID.NO:14 or variants/fragments encoded by SEQ.ID.NO: 13 
or 15 ( will be referred to variants/fragments in the action here after) are not disclosed . 
Although drawn to DNA arts, the findings in University of California v. Eli Lilly and Co ., 119 F.3d 
1559, 43 USPQ2d 1398 (Fed. Cir. 1997) and Enzo Biochem, Inc. V. Gen-Probe Inc. are 
relevant to the instant claims. The Federal Circuit addressed the application of the written 
description requirement to DNA-related inventions in University of California v. Eli Lilly and Co ., 
119 F.3d 1559, 43 USPQ2d 1398 (Fed. Cir. 1997). The court stated that "[a] written description 
of an invention involving a chemical genus, like a description of a chemical species, 'requires a 
precise definition, such as by structure, formula, [or] chemical name/ of the claimed subject 
matter sufficient to distinguish it from other materials." Id. At 1567, 43 USPQ2d at 1405. The 
court also stated that a generic statement such as "vertebrate insulin cDNA" or "mammalian 
insulin cDNA" without more, is not an adequate written description of the genus because it does 
not distinguish the genus from others, except by function. It does not specifically define any of 
the genes that fall within its definition. It does not define any structural features commonly 
possessed by members of the genus that distinguish them from others. One skilled in the art 
therefore cannot, as one can do with a fully described genus, visualize or recognize the identity 
of the members of the genus. A definition by function, as we have previously indicated, does not 
suffice to define the genus because it is only an indication of what the gene does, rather than 
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what it is. Id. At 1568, 43 USPQ2d at 1406. The court concluded that "naming a type of material 
generally known to exist, in the absence of knowledge as to what that material consists of, is not 
a description of that material." ]d. 

Finally, the court addressed the manner by which a genus of cDNAs might be described. 
"A description of a genus of cDNAs may be achieved by means of a recitation of a 
representative number of cDNAs, defined by nucleotide sequence, falling within the scope of the 
genus or of a recitation of structural features common to the members of the genus, which 
features constitute a substantial portion of the genus." Id. 

The Federal Circuit has recently clarified that a DNA molecule can be adequately 
described without disclosing its complete structure. See Enzo Biochem, Inc. V. Gen-Probe Inc. . 
296 F.3d 1316, 63 USPQ2d 1609 (Fed. Cir. 2002). The Enzo court adopted the standard that 
"the written description requirement can be met by 'show[ing] that an invention is complete by 
disclosure of sufficiently detailed, relevant identifying characteristics ....i.e., complete or partial 
structure, other physical and/or chemical properties, functional characteristics when coupled 
with a known or disclosed correlation between function and structure, or some combination of 
such characteristics." jd. At 1324, 63 USPQ2d at 1613 (emphasis omitted, bracketed material in 
original). 

The inventions at issue in Lilly and Enzo were DNA constructs per se . the holdings of 
those cases are also applicable to claims (variants/fragments) such as those at issue here. 
Thus, the instant specification may provide an adequate written description of an isolated 
polypeptide having at least , 85% or 95% identity to SEQ ID NO: 14, a fragment of at least 15 
contiguous amino acids of SEQ ID NO: 14 or a polypeptide encoded by a nucleic acid molecule which 
hybridizes to the complement of the sequence set forth in SEQ ID NO: 13 or 15 and has protein 
kinase activity, per Lilly by structurally describing a representative number of variants/fragments 
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or by describing "structural features common to the members of the genus, which features 
constitute a substantial portion of the genus" have to be disclosed. 

However, in this application such structural features common to the claimed 
variants/fragments have not been disclosed. Alternatively, per Ejnzo, the specification can 
show that the claimed invention is complete "by disclosure of sufficiently detailed, relevant 
identifying characteristics, functional characteristics when coupled with a known or disclosed 
correlation between function and structure, or some combination of such characteristics." In this 
case, the specification does not describe isolated polypeptide having at least, 85% or 95% 
identity to SEQ ID NO: 14, a fragment of at least 15 contiguous amino acids of SEQ ID NO: 14 
or a polypeptide encoded by a nucleic acid molecule which hybridizes to the complement of the sequence 
set forth in SEQ ID NO: 13 or 15 required to practice the claims 23, 24, 25and 30 in a manner 
that satisfies either the LiNy or Enzo standards. The specification does not provide the complete 
structure of any variants/fragments nor does the specification provide any partial structure of 
such variants/fragments, nor any physical or chemical characteristics of the variants/fragments 
nor any functional characteristics coupled with a known or disclosed correlation between 
structure and function. Although the specification discloses an isolated recombinant protein 
comprising the amino acid sequence SEQ.ID.NO:14 encoded by the nucleic acid 
SEQ.ID.NO:16. and does not provide a description of variants/fragments that would satisfy the 
standard set out in Enzo . 

The specification also fails to describe the variants/fragments by the test set out in Lilly . 
The specification describes only protein comprising the amino acid sequence SeQ.ID.NO:14. 
Therefore, it necessarily fails to describe a "representative number" of such species. In 
addition, the specification also does not describe "structural features common to the members 
of the genus, which features constitute a substantial portion of the genus." 
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Thus, the specification does not provide an adequate written description of the protein 
which has 85% or 95% sequence identity to the amino acid sequence of SEQ.ID.NO:14 or 
polypeptide encoded by nucleic acid which hybridizes to the complement of SEQ.ID.NO:13 or 
15 or fragments of 15 contiguous amino acids of SEQ.ID.NO:14 that has protein kinase activity 
that is required to practice the claimed invention. 

Claims do not comply with 35 USC 112, first paragraph because they is not supported 
by an adequate written description in the specification. 
13. Claims 23, 24, 25 and 30 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for an isolated polypeptide comprising the amino acid sequence 
of SEQ ID NO: 14, an isolated polypeptide consisting of the amino acid sequence of SEQ ID NO: 14, 
an isolated polypeptide which is encoded by the nucleotide sequence of the DNA insert of the 
plasmid deposited with ATCC as Accession Number PTA -2204, does not reasonably provide 
enablement for variant/fragment of SEQ.ID.NO:14 or variant/fragment of polypeptide encoded by 
SEQ.ID.NO:13 or 15. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the invention commensurate in 
scope with these claims. 

The factors to be considered in determining whether undue experimentation is required 
are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). The court in 
Wands states: "Enablement is not precluded by the necessity for some experimentation such as 
routine screening. However, experimentation needed to practice the invention must not be 
undue experimentation. The key word is 'undue, 1 not 'experimentation. 1 " (Wands, 8 USPQ2d 
1404). Clearly, enablement of a claimed invention cannot be predicated on the basis of quantity 
of experimentation required to make or use the invention. 'Whether undue experimentation is 
needed is not a single, simple factual determination, but rather is a conclusion reached by 
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weighing many factual considerations." (Wands, 8 USPQ2d 1404). The factors to be 
considered in determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the presence 
or absence of working examples, (4) the nature of the invention, (5) the state of the prior art, (6) 
the relative skill of those in the art, (7) the predictability or unpredictability of the art, and (8) the 
breadth of the claims. 

The claims are drawn to the following: Claims are drawn to an isolated polypeptide selected 
from the group consisting of a) a polypeptide comprising an amino acid sequence which is at 
least 95% identical to the amino acid sequence of SEQ ID NO: 14 or to the amino acid 
sequence encoded by the cDNA insert of the plasmid deposited with ATCC as Patent Deposit 
Number PTA-2204, wherein the polypeptide has protein kinase activity; 

b) a polypeptide comprising a fragment of at least 15 contiguous amino acids of SEQ ID NO: 14 
or of the amino acid sequence encoded by the cDNA insert of the plasmid deposited with ATCC 
as Patent Deposit Number PTA-2204, wherein the polypeptide has protein kinase activity; and 

c) a polypeptide encoded by a nucleic acid molecule which hybridizes to the complement of the sequence 
set forth in SEQ ID NO: 13 or 15 under stringent conditions comprising hybridization in 6x sodium 
chloride/sodium citrate at about 45°C, followed by one or more washes in 0.2 X SSC, 0.1% SDS at 
50°C to 65°C, wherein the polypeptide has protein kinase activity (claim 23) , wherein the 
polypeptide comprises an amino acid sequence having at least 85% sequence identity to the 
amino acid sequence of SEQ ID NO: 14 (claim 24), wherein the polypeptide has protein kinase 
activity, wherein the polypeptide comprises an amino acid sequence having at least 95% 
sequence identity to the amino acid sequence of SEQ ID NO: 14, wherein the polypeptide has 
protein kinase activity (claim 25) , further comprising heterologous amino acid sequences 
(claims 30 and 33) and an isolated polypeptide which is encoded by a nucleic acid molecule 
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comprising the nucleotide sequence of SEQ ID NO: 14 (claims 28, 30), further comprising 
heterologous amino acid sequences (examiner is considering this as variants/fragments of 
SEQ.ID.NO:14 or variants/fragments encoded by SEQ.ID.NO: 13 or 15 and will be referred to 
variant/fragment in the action hereafter) The specification teaches preparation of recombinant 
protein comprising the 419 amino acid sequence as set forth in the SEQ.ID.NO 14. 

The teaching of the specification cannot be extrapolated to enable the scope of the 
claims because the claims as broadly drawn include variant/fragment of protein comprising the 
419 amino acid sequence as set forth in SEQ.ID.NOM4 which have protein kinase activity and 
because the specification does not teach how to make polypeptides having 85% or 95% identity 
to SEQ ID NO: 14 or polypeptides comprising 15 amino acids t hat infact have protein kinase 
activity . Given that the specification fails to disclose the critical residues that are important for 
kinase activity or any changes made in a polypeptide SEQ.ID.NO: 14 or nucleic acid 
sequence SEQ.ID.NO: 13 or 14 to obtain variant/fragment that will have protein kinase activity. 

It is noted that although the specification provides a " protein kinase domain" consensus 
sequence for the instantly claimed invention, this does not provide a written description of the 
amino acid residues required for kinase activity because it is understood in the art that kinase 
activity requires more than a consensus domain sequence, that functional kinase activity site 
also requires that the sites for binding of substrates and cofactors and that sites outside of the 
"Kinase domain", that is regulatory sites that regulate enzyme activity are critical to the function 
of an enzyme. In particular US Patent application 20040005623 specifically teaches , as 
drawn to regulatory sites outside of the "kinase domain" that mutation of these sites have 
profound effects on the activity of enzyme (see Para # 0024 , 20040005623 ). Given that the 
specification does not define these critical sites, the recitation of at least 85% or 95 % sequence 
identity to SEQ.ID.NO:14 or any changes made in a polypeptide SEQ.ID.NO: 14 or nucleic 



Application/Control Number: 10/649,156 Page 15 

Art Unit: 1645 

acid sequence SEQ.ID.NO: 13 or 14 is not sufficient to identify the sites critical to kinase 
activity. In the absence of guidance drawn to these critical sites, one would not know how to 
make the claimed invention given the art recognized unpredictability of protein chemistry arts. In 
particular, protein chemistry is probably one of the most unpredictable areas of biotechnology 
and the art teaches that the significance of any particular amino acid sequences (i.e. fragment) 
for different aspects of biological activity cannot be predicted a priori and must be determined 
empirically on a case-by-case basis (Rudinger et al, in "PEPTIDE HORMONES", edited by 
Parsons, J.A., University Park Press, June 1976, page 6). Further, Bowie et al (Science, 1990, 
257:1306-1310) teach that an amino acid sequence encodes a message that determines the 
shape and function of a protein and that it is the ability of these proteins to fold into unique 
three-dimensional structures that allows them to function and carry out the instructions of the 
genome and further teaches that the problem of predicting protein structure from sequence data 
and in turn utilizing predicted structural determinations to ascertain functional aspects of the 
protein is extremely complex, (col 1 , p. 1306). Bowie et al further teach that while it is known 
that many amino acid substitutions are possible in any given protein, the position within the 
protein^ sequence where such amino acid substitutions can be made with a reasonable 
expectation of maintaining function are limited. Certain positions in the sequence are critical to 
the three dimensional structure/function relationship and these regions can tolerate only 
conservative substitutions or no substitutions (col 2, p. 1306). The sensitivity of proteins to 
alterations of even a single amino acid in a sequence are exemplified by Burgess et al ( J of Cell 
Bio. 111:2129-2138, 1990) who teach that replacement of a single lysine reside at position 118 
of acidic fibroblast growth factor by glutamic acid led to the substantial loss of heparin binding, 
receptor binding and biological activity of the protein and by Lazar et al (Molecular and Cellular 
Biology, 1988, 8:1247-1252) who teach that in transforming growth factor alpha, replacement of 
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aspartic acid at position 47 with alanine or asparagine did not affect biological activity while 
replacement with serine or glutamic acid sharply reduced the biological activity of the mitogen. 
These references demonstrate that even a single amino acid change what appears to be an 
inconsequential chemical modification, will often dramatically affect the biological activity of a 
protein. 

Given that the specification does not identify the amino acid residues critical to the 
claimed invention , given the known unpredictability of the art one would not know which of the 
63% (1 5% of the sequence ) or 21 (5% of the sequence) of the 41 9 amino acid sequence of 
SEQ ID NO:14 are critical to the claimed invention, one would not know which of these amino 
acid residues could be altered , or which of 15 contiguous amino acids could be used and still 
retain protein kinase function. Thus one would not know how to make the claimed invention. 

The specification provides no working examples demonstrating (i.e., guidance) 
enablement for variant/fragment. Since the specification does not teach how to make 
variants/fragments comprising the amino acid sequence, SEQ.ID.NO: 14, the skilled artisan 
would not be able to use the claimed variant/fragment. In view of the unpredictability of the art, 
the lack of teachings of the specification, it would require undue experimentation on the part of 
the skilled artisan to practice the invention as claimed. 

Claim Rejections - 35 USC 112, second paragraph 

14. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

15. Claims 28 and 33 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 
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Claim 28 is rejected as being vague for the recitation of "the nucleic acid sequence 
SEQ.ID.NO:14 because SEQ.ID.NO:14 is an amino acid sequence". 

Claim Rejections - 35 USC 102 

16. A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), 
by another filed in the United States before the invention by the applicant for patent or (2) a 
patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the 
treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 2142) of such treaty in the English language. 

17. Claim 23, 24 and 25, are rejected under 35 U.S.C. 102 (e) as being anticipated by Tang 
et al WO2001 53312. 

(Please note as of the filing date of the current application, claims have no utility, written 
description and enablement. Therefore, the disclosed art is pertinent). 

Tang et al disclose an isolated polypeptide SEQ.ID.NO: 165 comprising a fragment of at 
least 15 amino acid sequence encoded by the cDNA (please see the attached sequence 
alignment). The disclosed sequence is 99% identical with the claimed sequence. The 
sequence further comprises an heterologous amino acid sequence. The prior art anticipated 
the claimed invention. 

Status of Claims 

1 8 Claims 23-34 are rejected. 

Conclusion 

19. Papers related to this application may be submitted to Group 1600, AU 1645 by 
facsimile transmission. Papers should be transmitted via the PTO Fax Center, which receives 
transmissions 24 hours a day and 7 days a week. The transmission of such papers by facsimile 
must conform to the notice published in the Official Gazette, 1096 OG 30, November 15, 1989. 
The Right Fax number is 571-273-8300: 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PMR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PMR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PMR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Padma Baskar Ph.D., whose telephone number is ((571) 272-0853. A 
message may be left on the Examiner's voice mail system. The Examiner can normally be 
reached on Monday to Friday from 6.30 a.m. to 4.00 p.m. except First Friday of each bi-week. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's acting 
supervisor, Albert Navarro can be reached on (571 ) 272-0861 . Any inquiry of a general nature 
or relating to the status of this application or proceeding should be directed to the receptionist 
whose telephone number is (571) 272-1600. 




SUSAN UNGAR, PH.D 
PRIMARY EXAMINER) 




Padma Baskar Ph.D. 



